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ABSTRACT
Introduction: The recent uproar around COVID-19 hangs over the rights and duties of 
the population regarding vaccination and mass immunization. The exercise of individual 
freedom and the possible imposition of a measure that makes vaccination compulsory may 
be the focus of a political dispute around the adoption of scientific criteria for government 
decision-making, and with that, bring serious collective consequences in relation to the 
spread and the lack of control of the disease. Objective: To study whether compulsory 
vaccination against COVID-19, once instituted by law or normative act, will have a legal 
basis in view of fundamental rights and analyze whether the political dispute around 
the vaccine may be influencing its regulation. Method: Exploratory and descriptive study 
developed through documentary and bibliographic research, collection of texts from the 
World Health Organization, Ministry of Health, federal government and the state of São 
Paulo, analysis of national legislation and recent decisions by the Supreme Court. Results: 
It was observed that it is possible to establish compulsory vaccination in Brazil, ensuring 
fundamental rights; however, political issues are influencing decision-making based 
on technical-scientific criteria for health surveillance. Conclusions: The restriction of 
individual freedom finds support in the search for health in the collective interest, as long 
as it does not go beyond the limits of the physical integrity of the citizen and human 
dignity, the use of physical coercion being prohibited. The political dispute led by some 
public agents may have caused delays and setbacks in the vaccination of the Brazilian 
population, an effective way to control the pandemic.

KEYWORDS: Right to Health; Coronavirus Infections; Public Health; Immunization 
Programs; Vaccination Refusal

RESUMO
Introdução: A recente celeuma em torno da COVID-19 paira sobre os direitos e deveres 
da população frente à vacinação e a imunização em massa. O exercício da liberdade 
individual e a eventual imposição de medida que torna compulsória a vacinação podem 
estar no foco de uma disputa política em torno da adoção de critérios científicos 
para a tomada de decisões governamentais que poderão trazer sérias consequências 
coletivas em relação à propagação e ao descontrole da doença. Objetivo: Estudar se a 
vacinação compulsória contra a COVID-19, uma vez instituída por lei ou ato normativo, 
terá fundamentação jurídica em face dos direitos fundamentais e analisar se a disputa 
política em torno da vacina pode estar influenciando a sua normatização. Método: Estudo 
exploratório e descritivo elaborado por meio de pesquisa documental e bibliográfica, 
coleta de textos provenientes da Organização Mundial da Saúde, do Ministério da 
Saúde, do governo federal, do estado de São Paulo, da análise da legislação pátria e de 
decisões recentes do Supremo Tribunal Federal. Resultados: Observou-se que é possível 
estabelecer a vacinação compulsória no Brasil assegurando os direitos fundamentais, 
entretanto, questões políticas estão influenciando a tomada de decisões pautadas por 
critérios técnico-científicos de Vigilância Sanitária. Conclusões: A restrição da liberdade 
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INTRODUCTION

The World Health Organization (WHO), faced with the emer-
gence of the disease caused by the new coronavirus, coronavirus 
disease or COVID-19, reported at the end of 20191, declared, 
on January 30, 2020, Public Health Emergency of International 
Concern (PHEIC)2, due to the outbreak of this disease in sev-
eral countries. A few weeks later, on March 11, 2020, the WHO 
declared the disease a pandemic situation3. Thus, a global battle 
against the disease began, as the virus began to circulate on a 
worldwide scale.

According to the Coronavirus Resource Center at Johns Hopkins 
University, from the beginning of reported cases until January 7, 
2021, the date on which the data for this work was collected, the 
world has accumulated a total of 87,434,105 confirmed COVID-19 
cases, of which 1,889,952 people died4.

In Brazil, the figures officially released by the Ministry of Health 
until the same date totaled 7,873,830 COVID-19 cases, with 
198,974 people dying from the disease4,5.

It can be deduced from these data that Brazil accounts for 10.52% 
of deaths caused by COVID-19 in the world, while its population 
represents only 2.71% of the world population6,7.

During these months, since the installation of the pandemic 
state until today, the international and national scientific com-
munity began to seek, through studies, a way to contain the 
disease. Initially, non-pharmacological measures were adopted 
worldwide, with guidance from the WHO itself. Measures such 
as: social distancing, constant hand hygiene with alcohol gel or 
soap, and use of homemade or medicinal face mask were the 
correct prophylactic decisions so far8.

Despite the accurate adoption of these prophylaxis measures, 
what is expected is the discovery of one (or several) effective 
and safe immunizing vaccines.

Scientists pursued this goal and, in record time, – so considered 
by science – reached the final stages of testing vaccines9, some of 
which have already achieved efficacy of up to 97%.

Vaccines from various laboratories and countries, when  
approved by the national health control of each country, are 
introduced into the respective communities, which has already 
occurred in at least 47 countries (as of January 8, 2021, time 
of submission of this article). For this, however, it is necessary 
an effective planning of vaccination of the population. Each 
country should guide the immunization of its population through  
this plan10.

In Brazil, two large and renowned research centers that for years 
have been producing vaccines for use by the Brazilian National 
Immunization Program (PNI) are participating in the vaccine 
search process: the Instituto Butantan, in São Paulo, in partner-
ship with the Sinovac Life Science laboratory, with the Coronavac 
vaccine11, and the Oswaldo Cruz Foundation (Fiocruz), in Rio de 
Janeiro, which works in partnership with the laboratory Astra-
Zeneca/University of Oxford12, with the CHADOX1 NCOV-19 vac-
cine, and which participates in the coordination of clinical trials 
of several vaccines, including Coronavac13.

By the end of the research, four vaccines were officially being 
tested in Brazil: the two mentioned above, with technology 
transfer, the vaccine from the Pfizer-Wyeth laboratory (BNT162 
vaccine) and the one from the Janssen-Cilag laboratory (AD26.
COV2.S vaccine), without local technology transfer14. At any 
time, other new vaccines may be submitted to the Brazilian 
National Health Surveillance Agency (Anvisa).

Once the testing stage by the laboratories has been completed 
and all the required protocol has been completed, with the 
authorization of the regulatory agency (Anvisa), the immunizers 
will be able to be distributed and even marketed in Brazil. How-
ever, for the application of the immunizer in the population to 
occur free of charge and guaranteed by the Union through the 
Unified Health System (SUS), there is a need for a government 
strategy, in the form of an infra-legal norm and planning.

The present study aims to analyze the legal feasibility of com-
pulsory vaccination within the scope of the necessary vaccine 
planning against COVID-19 in Brazil and to assess whether the 
political dispute or politicization around the vaccine may be 
influencing its regulation, since attributing a political (ideolog-
ical and eventually electoral) character to the issue of compul-
sory immunization can distance the State from making decisions 
based on technical-scientific criteria of Sanitary Surveillance.

METHOD

To achieve the objectives, we carried out exploratory and 
descriptive research through the collection of texts from the 
WHO, the Ministry of Health, the federal government, the state 
of São Paulo, national legislation, and recent decisions of the 
Supreme Federal Court (STF).

For the normative analysis, we adopted the technical-legal 
method, based on the interpretation of the content of legal 
norms and other forms of expression of law, including and 

individual encontra amparo no fundamento de busca pela saúde de interesse coletivo, desde que não extrapole os limites da integridade 
física do cidadão e da dignidade humana, vedado o uso da coerção física. A disputa política encabeçada por alguns agentes públicos 
pode ter acarretado atrasos e retrocessos na imunização vacinal da população brasileira, forma eficaz de controle da pandemia.
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especially the recent decisions of the STF in Direct Actions of 
Unconstitutionality (ADI nº 6.586 and ADI nº 6.587) and in the 
Extraordinary Appeal with Interlocutory Appeal (ARE nº 1267879 
RG), which deal with mandatory vaccination against COVID-19 
and the mandatory vaccine immunization of children and adoles-
cents in accordance with the PNI.

We described the state actions at the federal level and the reg-
ulatory frameworks that led to the provision of compulsory vac-
cination as a measure to combat COVID-19, starting from the 
timeline of the declaration of the state of PHEIC by the WHO.

We examined the current PNI and made a brief comparison with 
the vaccination plan presented in the influenza A (H1N1) virus 
pandemic to deduce the need for logistical planning and inclu-
sion of planning in the national vaccination policy, considering 
the severity of the disease and the risk of propagation.

We examined the International Health Regulations (IHR) and 
their implications for WHO member countries, which aim to pre-
vent the spread and control the disease, based on the principles 
of human rights and individual freedoms.

We considered the main constitutional aspects of the applica-
tion of the technique of balancing or proportionality judgment 
on compulsory vaccination as a measure that affects individual 
freedom of self-determination, based on individual rights and 
collective rights in the face of the pandemic characterization 
of the disease. We outlined the necessary measures regard-
ing individual and collective health in the sanitary law, paying 
attention to human rights and the impacts they may cause to  
the community.

We evaluated possible influences of a political nature, guided 
by ideological convictions, since they were formed without 
a basis in scientific evidence, in the definition by the federal 
government and other federative entities regarding the com-
pulsory or non-compulsory character of vaccine immunization  
against COVID-19.

Finally, we observed individual and collective rights and drew a 
parallel with the vaccine revolt to establish its link in relation 
to the political position in the current scenario of experienced 
polarization, suggesting the consequences arising from the hes-
itation to vaccinate.

The work does not propose to make a bioethical analysis of vac-
cine immunization, nor does it propose to discuss the cultural 
issue involved in the so-called anti-vaccine movement.

RESULTS AND DISCUSSION

With the declaration of the situation of PHEIC2 by the WHO, the 
RSI15 started to demand from the signatory countries the provi-
sion of information, the permanent assessment of risks and the 
notification to WHO of COVID-19 cases.

The IHR is an international legal instrument that has the acces-
sion of 194 countries (member states of the WHO), established 

with the purpose of helping the international community to pre-
vent and respond to serious public health risks that have the 
potential to cross borders.

The IHR also requires participating countries to develop up-to-
date and state-of-the-art surveillance and response capabilities, 
structures, and services for public health events.

Brazil is one of the WHO member countries and approved16 the 
proposed IHR at the 58th WHO General Assembly, through Legis-
lative Decree nº 395, of July 9, 2009.

When the WHO declared the PHEIH2 on January 30, 2020, mem-
ber countries were notified to take the necessary measures and 
adaptations for the health risk that could arise as a consequence 
of the new coronavirus. On the same date, Brazil responded to 
the WHO’s call and, through Decree No. 10.212, of January 30, 
2020, enacted the revision of the IHR text17.

On February 3, 2020, the Ministry of Health, under the com-
mand of Minister Luiz Henrique Mandetta, in compliance with 
the recently enacted Decree and aware of the gap in the leg-
islation in force at the time, promptly prepared the draft law 
on measures to face the PHEIC arising from the coronavirus18. 
The document was sent for presidential consideration and later 
became Bill No. 23/202019,20.

On February 6, 2020, the Bill was approved by the National Con-
gress as a matter of urgency20 and converted into Law No 13.979, 
which provides for measures to combat the PHEIC resulting from 
the coronavirus responsible for the 2019 outbreak21. It is possible 
to observe until then that the Ministry of Health started to act 
even before the WHO declared the pandemic state, from the 
recognition of the outbreak of the disease.

Federal Law No. 13,979/2020, with its respective amendments 
and additions, establishes that, in order to combat the PHEIC, 
the authorities may adopt, within their competences, compul-
sory measures such as vaccination (in article 3, item III, d)21. 
It also establishes that such compulsory measures of article 3 will 
only be taken based on scientific evidence and analyzes of stra-
tegic health information and must be limited in time and space 
to the minimum necessary for the promotion and preservation 
of public health (article 3, §1). And it assures people affected 
by the measures full respect for the dignity, human rights, and 
fundamental freedoms of people (article 3, §2, III), as recom-
mended by article 3 of the IHR15.

The IHR’s principles are respect for the dignity, human rights, 
and fundamental freedoms of people, in compliance with the 
Charter of the United Nations and the Constitution of the World 
Health Organization (Article 3). The document sets as a goal the 
universal protection of all peoples of the world against the inter-
national spread of diseases. Finally, the article also clarifies that 
member states have the sovereign right to legislate and imple-
ment legislation in order to fulfill their own health policies15.

The federal government, until mid-April 2020, under the guid-
ance of the Ministry of Health, took quick decisions at the 
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beginning and even before the pandemic was declared, acting 
on the basis of scientific evidence. However, in the midst of a 
critical moment of the disease (in April 2020), doctor Luiz Hen-
rique Mandetta was dismissed from the post of minister22, and 
doctor Nelson Teich was appointed to the Ministry of Health23. 
A month after his appointment and with cases of deaths and 
infections in full ascendancy, the minister asked for his resig-
nation24 and, after a period without a minister in charge of the 
Ministry of Health, Army General Eduardo Pazzuello took over as 
interim (in June 2020)25. The minister was officially appointed 
only in September 1426 and, until the date of writing of this arti-
cle, remained in office.

Since this latest exchange of ministers, the Ministry of Health’s 
information system on COVID-19 numbers has undergone a dras-
tic modification. Information transparency was no longer as clear 
and actions were not as fast as they were initially27,28,29.

Faced with this, and with no manifestation from the federal gov-
ernment on the strategy and planning of future vaccination, the 
Federal Court of Accounts (TCU), based on the understanding 
that the vaccination plan is a mandatory measure of commit-
ment by Brazil, recommended to the Civil House of the Presi-
dency (together with the Ministry of Health) to prepare an immu-
nization plan for Brazil30.

The TCU’s recommendation came in August 2020, through 
the judgment of the rapporteur minister Vital do Rêgo (Judg-
ment nº 2.092/2020), with the objective of evaluating and 
monitoring the governance (including and mainly in the plan-
ning of expenses for the production and acquisition of future 
vaccines and other inputs)30 during the fight against COVID-
19. In November 2020, the federal government appealed the  
TCU’s decision.

At the same time, in the STF, two ADIs with antagonistic posi-
tions on vaccination were distributed: No. 6,586 and No. 6,587, 
both reported by Minister Ricardo Lewandowski31,32. Number 
6,587, seeking the recognition of states and municipalities to 
determine the compulsory vaccination of the population and 
the analysis of the competence of the authorities and states to 
take measures regarding vaccination and the other, seeking the 
declaration of unconstitutionality of the compulsory vaccination 
provided for in Law No. 13.979/2020. A third demand, through 
the Allegation of Violation of a Fundamental Precept (ADPF  
No. 754)31,32,33, also by the same rapporteur, asks the federal gov-
ernment to present a vaccination plan to fight the disease and 
that it can be part of the PNI34. Other actions and other argu-
ments were distributed throughout the month of November and 
part of December, some absorbed for the judgment of these, and 
others judged in a similar sense.

On November 24, 2020, the rapporteur minister, in his vote on 
ADPF nº 754, determined that the federal government submit, 
within 30 days, a detailed vaccination plan against the disease 
and that it updates the plan in question every 30 days, by the 
end of 2021, and submit the plan to the National Congress for 
inspection and control.

On December 12, 2020, the federal government presented a 
national vaccination plan35 and, in view of that, the rappor-
teur minister of the STF requested clarification on the pre-
sented plan, notably in relation to “(...) forecast of the begin-
ning and end of the National Plan for Operationalization of the 
Vaccination against COVID-19, including its different phases”. 
Having provided the information in a petition filed on Decem-
ber 15, 2020, on the same day, Minister Lewandowski deter-
mined its wide dissemination and the scientification of the  
National Congress31,32,33.

According to the information provided by the Minister of Health: 
“The Ministry of Health estimates that in a period of twelve 
months it will complete the vaccination of the general popu-
lation, which will depend, at the same time, on the amount of 
immunobiological available for use, completing the vaccination 
plan in a total of approximately sixteen months” (document 
from the records of ADPF No. 754), noting that:

to date, there is still no vaccine available for immediate use in 
the Brazilian market, which, of course, is a condition for the 
availability of the vaccine. Furthermore, the incorporation 
of a vaccine to the National Vaccination Calendar will 
depend on the approval of the immunobiological by the 
Brazilian National Health Surveillance Agency (Anvisa), 
through a regular or emergency submission process.

In other words, the Ministry established the deadline (time inter-
val) to vaccinate the population, but it was not yet possible to 
specify the start date of vaccination (up to that moment)35.

The process that seeks to judicially demand an immunization 
plan from the federal government is not the object of this 
research, but it should be noted that it is still ongoing and pend-
ing judgment (until the end of the research), and on December 
29, an incidental provisional injunction was requested for “(...) 
that the Union (Federal Executive Branch – Ministry of Health) be 
determined to present weekly the evolution of negotiations for 
the acquisition of all available vaccines listed by the WHO, the 
first being within a maximum period of 48 hours”31,32,33.

In relation to compulsory vaccination, object of the present 
work, on December 16, 2020, the vote of the rapporteur minis-
ter in the ADI was in favor of compulsory vaccination, clarifying 
that vaccinating or not vaccinating is not an option, admitting 
restrictions allowed in the Federal Constitution (CF) with joint 
interpretation with Law No. 13,979/2020. He affirmed in a vote 
that the competence of the states is concurrent with that of the 
Union to develop measures on vaccination.

After the judgments of the ADI and the Extraordinary Appeal 
(topic 1103 of General Repercussion - ARE 1267879 RG)36, which 
are of interest to the present study, as they discuss the question 
formulated by the research, the following binding theses were 
established (which require compliance by all state bodies and 
persons in the national territory):

(I) Compulsory vaccination does not mean forced 
vaccination, as the user’s refusal is always permitted, 
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although it may be implemented through indirect 
measures, which include, among others, the restriction 
on the exercise of certain activities or the frequency of 
certain places, provided that they are provided for by law, 
or arising from it, and (i) are based on scientific evidence 
and relevant strategic analysis, (ii) respect human dignity 
and the fundamental rights of people, (iv) meet the criteria 
of reasonableness and proportionality, and (v) vaccines 
are distributed universally and free of charge; and (II) 
such measures, with the limitations set out above, can be 
implemented both by the Union and by the States, Federal 
District, and Municipalities, respecting their respective 
spheres of competence.

This thesis was established in the judgment of ADI No. 6.587, 
which discussed the constitutionality of article 3, III, d, of Law 
No. 13.979/2020, which provides for mandatory vaccination. 
Through this decision, the STF, by majority, partially upheld 
the action to give the questioned legal text an interpretation in 
accordance with the CF, recognizing the admissibility of compul-
sory vaccination, within the limits and under the terms set by 
the judgment thesis reproduced above32.

Likewise, in its final part, the thesis resolved the questioning of 
ADI No. 6.586 regarding the competence of the federative entity 
to establish the obligation of the vaccine, establishing that all 
entities of the federation can institute compulsory vaccination 
“respecting their respective spheres of competence”31.

Finally, with respect to the claimed refusal of parents or guard-
ians to promote the vaccination of their minor children36, the 
following judgment thesis was established, serving the case as 
a leading case:

It is constitutional the mandatory immunization by means 
of a vaccine that, registered with a Health Surveillance 
agency, (i) has been included in the National Immunization 
Program or (ii) has its mandatory application determined 
by law or (iii) is subject to determination by the Union, 
State, Federal District, or Municipality, based on medical-
scientific consensus. In such cases, it is not a violation 
of the parents’ or guardians’ freedom of conscience and 
philosophical conviction, nor of family power.

Faced with the clash and judicial decisions, we approach the 
research problem in three topics: the first describes the con-
flict between fundamental rights resulting from the compulsory 
vaccination; the second describes the vaccination plan and the 
need for a previous strategy for the application of vaccines; and 
the third will deal with possible consequences of the political 
position regarding aspects involving the legality and compulsory 
nature of vaccination.

Compulsory vaccination: the conflict between the individual 
and the collective

In the legal field, in order to resolve existing relationships or 
conflicts between public health and human rights, it will be 
necessary to balance individual rights (individual freedom and 

self-determination) and collective rights (community responsi-
bility and interest).

Is the debate that takes place between the individual and the 
collective, between restricting freedoms (ability to self-deter-
mine in the face of vaccination) and guaranteeing collective 
health (protecting everyone’s health with vaccination) to be 
considered a conflict of opposing positions?

In order to resolve the issue, it is necessary to clarify that some 
situations are admitted to restrict rights, without, therefore, 
transgressing human rights. The search for the common good is 
one of the ways to restrict the ability to self-determine37.

There is no denial about individual liberties. The philosopher 
Kant38 considers that the person has a free capacity to act, to 
establish an end for themselves. This meaning derives from 
autonomy, from the capacity for self-determination, from the 
free manifestation of the will. And in this sense, the CF really 
guarantees the right to self-determination as fundamental. 
Individual freedom is an unparalleled human achievement.  
It has fundamental value as the achievement of individual rights  
and guarantees.

We cannot forget, however, that the same legal diploma guar-
antees other rights as fundamental – such as the right to health. 
When the precepts guaranteed by other rights come into conflict 
in the constitutional norm, it is undeniably necessary to balance 
them out, in order to establish an order to be respected for the 
solution of the concrete situation39.

In an illustrative way, we can consider the situation of the 
individual who does not like to wear a protective face mask 
while walking on the beach or the public person who prefers 
to make his public appearances in contact with his admirers 
or co-religionists without the use of the mask, a current reg-
ulation that imposes the use of this protective equipment for 
such situations. In these cases, their individual freedom of  
self-determination is restricted in the face of the collective 
interest in health40.

These situations are practical and everyday examples of the 
application of the proportionality criterion, which relies on 
techniques of adequacy, enforceability, and weighting to resolve 
conflicts between fundamental rights41. Proportionality will bal-
ance the conflict and give the fair measure and adequacy of the 
result42. The weighting will optimize the coexistence of these 
rights, in such a way that the State may limit (or restrict) one 
constitutional guarantee in favor of another.

Let us now imagine cases that involve risk to the health and 
physical integrity of an entire nation or the humanity. If, for the 
aforementioned cases, proportionality acts to weigh fundamen-
tal rights and principles, there is no need to be different in the 
matter of compulsory vaccination.

The declaration of a pandemic status of COVID-19 is clearly a 
situation that authorizes the restriction of the right to individual 
freedom when what is at risk is collective health, since when 
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we consider collective security and individual integrity, the right 
that protects everyone’s health will prevail.

Citizens in their private sphere (in their family nucleus) are not 
obliged to wear protective face masks, but collectively they are, 
as the risk of contaminating themselves and others is greater 
when the prophylactic measure is not respected40.

In vaccination, the motivation for mandatory vaccination is similar.

Getting vaccinated means reducing risks, since the production 
of antibodies will act against pathogens that cause infections. 
Vaccines are the main form of prevention against several dis-
eases because they not only protect the individual who was 
immunized, but protect the entire community, because that 
individual, by not getting sick, also does not become a transmit-
ter of the disease (COVID-19), transmitting it to other people. 
The more people who are immunized, the greater the chance 
of eradicating (or controlling) the disease43. There are specific 
studies on the subject that even establish percentages of vacci-
nation of the population so that the effect of collective protec-
tion can be achieved.

The smaller the number of immunized people, the greater the 
chance that the disease will spread in the community. This state-
ment is supported by the recent return of measles circulation. 
The drop in adherence to measles vaccination, which had been 
eradicated in Brazil since 1989, has been identified as responsi-
ble for the return of measles in several regions44.

The restrictive measure of individual freedom to impose vacci-
nation for the benefit of the community, found in this study, reit-
erates the antagonism between private autonomy and collective 
decision, legitimizing the State to equate the conflict, taking a 
measure that imposes compulsory vaccination against COVID-19

There is, however, a difference between the mandatory use of a 
face mask in situations provided for by law and the compulsory 
use of the vaccine. The vaccine, as safe as it may be, still rep-
resents a risk, and can generate adverse events after its applica-
tion and this is precisely the issue (among others) that should be 
considered as an aspect to be monitored in the vaccination plan 
or in any standardization or ordinance.

Therefore, in order to make the sacrifice to the individual right as 
small as possible and to avoid reaching other rights, such as life 
and health, due to compulsory vaccination, it would be advisable 
to have, in the vaccination plan to be implemented, temporary 
monitoring and other forms of damage compensation45.

Immunization plan against COVID-19

The way in which vaccination should be carried out at the 
national level is through the incorporation of the new technol-
ogy in the PNI46.

The vaccines applied in the population’s routine are those 
included in the official vaccination calendar by the PNI – with 
current coverage of 19 immunizations and prevention of 20  

diseases46,47. The PNI, which is a reference in public policy, was 
formulated in 1973, institutionalized in 1975, and linked to the 
Ministry of Health.

The planning and vaccination coverage offered by it have the 
continuous character of immunization and, precisely because of 
this, its success, whose public policy objective is not to exclude 
anyone from mass vaccination. Through this program, disease 
control in all age groups becomes possible.

The new vaccines that appear in the scientific scenario, after 
approval by Anvisa, are incorporated into the PNI48.

In the current context, to adapt to the PNI, the federal gov-
ernment through the Ministry of Health must integrate efforts, 
support, and seek activities and proposals for technological 
innovation of future COVID-19 vaccines. More than that, it must 
formalize the planning and regulations that aim to integrate the 
vaccination of the disease, outline the target population and the 
stages and dates of vaccination. It must provide for the number 
of materials to be used, the doses of immunizing agents (con-
sidering the two complete doses per individual, if applicable), 
the estimated costs for acquisition involving all stages of vac-
cination. And finally, as Dalcomo49 clarified, it must ensure that 
the vaccination against COVID-19 does not interfere and does 
not harm the official vaccination of the current calendar. It is 
therefore unacceptable that vaccination against COVID-19 uses 
material intended for other campaigns, causing damage to other 
vaccine coverage.

Yielding to judicial, political, and public pressure, on December 
1, 2020, days after presenting the defense at the TCU challeng-
ing the ruling that recommended the preparation of the plan, 
the Ministry of Health (via the federal government) presented a 
preliminary vaccination plan50,51.

The government of the state of São Paulo, whose measures 
have been supported by concurrent competence and the law to 
combat the new coronavirus, which grants local authorities the 
competence for emergency health actions (articles 3 and 7 of 
Law No. 13.979/2020)21, launched its own vaccination plan on 
December 7, the São Paulo State Immunization Plan (PEI)52.

Shortly after the state plan was presented, the federal govern-
ment’s planning, called the Brazilian Vaccination Plan35 against 
COVID-19, was delivered to the STF (before the judgment of the 
unconstitutionality actions) and officially launched on December 
16, 2020.

Despite the late elaboration of the national plan and the gaps in 
the information, its existence is necessary, as was the case with 
the campaign to combat influenza A H1N1.

Just for comparative analysis, the Ministry of Health, in 2009, 
through Technical Note No. 05/2010, introduced the influenza 
A H1N1 vaccination (declared a pandemic by the WHO)53 in the 
official calendar. At that time, there was no objection from the 
federal government regarding vaccine planning. On the contrary, 
when introducing the new vaccine, it created a vaccination 
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strategy against the influenza virus, detailed the vaccination 
stages, clarified the provision for vaccine acquisition and guar-
anteed universal access to immunization/health (constitutional 
guarantee) through free vaccination in Basic Health Units (UBS) 
managed by SUS54. Vaccination of the influenza A H1N1 virus 
remains active and incorporated in the PNI and we believe, 
based on what we have studied, that this possibility cannot be 
ruled out in relation to vaccination against COVID-19.

With these two immunization plans presented, the PEI of the 
state of São Paulo52 and the Brazilian Vaccination Plan35 of the 
federal government, we have the following guidelines between 
the lines: in the first, the compulsory vaccination; in the second, 
the voluntariness of vaccination.

This diverse position portrays the total altercation and the 
truth in the dispute between the governor of the state of São 
Paulo and the president of the republic in the measurement of 
political forces. Apparently, the choice for compulsory vaccina-
tion is based on scientific evidence, while the voluntariness is 
supported by personal beliefs without scientific basis, such as 
the one that relates the use of the immunizer with the adverse 
effect of transforming the human being into a crocodile55.

Immunization against COVID-19: the political question

Law No. 6,259, of October 30, 1975, provides for Epidemiolog-
ical Surveillance actions, the PNI and the rules for compulsory 
notification of diseases, and clarifies that the Ministry of Health 
is responsible for coordinating actions related to the control of 
communicable diseases, provide guidance on Epidemiological 
Surveillance and the immunization program (article 1)56.

By law, the Ministry of Health is responsible for preparing the PNI, 
which will define the strategy and coverage of vaccines, includ-
ing mandatory vaccines (article 3, caput and sole paragraph). 
The PNI already exists48 and has been in use in the country since 
1975, therefore, at the moment, it is the role of the Ministry of 
Health to prepare the plan or technical strategy (by ordinance or 
technical note or technical report) that aims to incorporate the 
new immunization agents into the national program.

As noted in the legal text, the possibility of making certain 
vaccines compulsory is no longer new, and childhood vaccina-
tion included in the official PNI calendar is a typical example. 
In case of non-vaccination, the Statute of the Child and Adoles-
cent (ECA) provides for the punishment of those responsible, par-
ents, or tutors/guardians, whose duty is to take care of minors, 
guaranteeing their health, among other things. Mandatory vac-
cination, from the perspective of the ECA57, has the purpose of 
preserving health (article 14), and that is exactly what the STF 
has just defined in topic 1103 of General Repercussion (leading 
case: ARE 1267879)31,32,33. Otherwise, it is also mandatory on cer-
tain international trips. The WHO advises that, if the country 
of destination requires it, it will be mandatory to present the 
International Certificate of Vaccination or Prophylaxis (ICVP). 
In these cases, the person can refuse, but will not be allowed 
to enter the country in question58. Even in Brazil, on some 

internal trips, depending on the region to be visited, vaccination  
is mandatory.

Still on the subject, the vaccines included in the Military Vac-
cination Calendar are mandatory for the immunization of the 
Armed Forces soldiers (article 1, sole paragraph of Normative 
Ordinance No. 94, of November 4, 2020), appearing as a neces-
sary condition for enrollment in the courses provided for in the 
Armed Forces Teaching Systems and aptitude for Active Service 
on the occasion of health inspections (article 4)59.

Thus, the compulsory nature of some vaccines is nothing new in 
the legal world, in society, and even in military life. Not being 
a measure separated from reality, already experienced by many, 
why would there be any hesitation about obligatoriness?

This article was written before the start of vaccination in the 
country, and, during the blind peer review process, the vaccina-
tion of the Brazilian population began.

In the first weeks, it was possible to observe the notorious adher-
ence of people to the vaccination offered by the SUS, indicat-
ing that the compulsory vaccination against COVID-19, as well 
as the vaccination of children and adolescents, should more 
directly affect only that portion of the population that identi-
fies with anti-vaccine movements or that refuse to recognize the 
safety and effectiveness of vaccines available for the new coro-
navirus, against all scientific evidence produced. The subject, 
however, deserves a separate study and complementary to the  
present one.

Lewandowski31,32,33 explained it well, the 2020 pandemic revealed 
to Brazilians a new scenario in addition to a deadly virus. Not 
only does the virus victimize the population in terms of num-
bers of illnesses and deaths, but also the inconsistency of gover-
nance, which proved to be weak in the face of its responsibility 
to ensure the fundamental rights contemplated in articles 5, 6, 
and 196 of the CF. It is the responsibility of public agents to 
act strongly and effectively, through the implementation of pol-
icies or programs to combat COVID-19. And for such measures to 
be implemented, the moment requires the sum of actions with 
the union and joint planning of all government officials (federal 
government and federated entities). However, instead of the 
union of governmental forces, Brazil was invaded by polarization 
fueled by declarations and decisions of the federal government 
without scientific backing.

The discourse of radical positions – on the one hand, the presi-
dent of the republic, and, on the other, the governor of the state 
of São Paulo – only results in negative consequences, to the point 
of disrespecting regulations and legal institutes60.

The federal government, through the Ministry of Health, 
released a preliminary plan50 shortly after presenting his defense 
in the action brought by the TCU30 and, presented the “defini-
tive” plan35 when the deadline given by the STF in the uncon-
stitutionality actions expired31,32,33. In the interval between one 
and the other plans of the Ministry of Health, the government of 
the state of São Paulo also presented a vaccination plan52, this 
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one, however, at the state level. Notably, there is no consensus 
among the rulers.

Cooperation between federal entities with concurrent com-
petence between the Union, the States, and the Federal Dis-
trict (constitutional norm - principle of cooperative federal-
ism) should be followed in the search for the protection and 
defense of everyone’s health, aiming at a single standard-
ization (if not unique, at least harmonic and compatible with 
each other) to be instituted and respected in favor of the  
same objectives.

The federal government has the function of planning and pro-
moting, on a permanent basis, the defense of all Brazilians and 
foreigners residing in the country against public calamities, 
defining and coordinating Epidemiological and Sanitary Surveil-
lance systems and participating in the execution of Epidemiolog-
ical Surveillance actions and other occurrences that may escape 
the control of the SUS state management or that represent a 
risk of national dissemination (joint reading of articles 21, XVIII 
and 198 of CF/88 and article 16, III, of Law No. 8.080/1990 and 
Legislative Decree No. 6/2020)61,62.

On the other hand, it is not the role of the federal government to 
be guided by particular political or partisan and even ideological 
positions to reject or accept a particular vaccine and its inputs. 
The fight for vaccine A or vaccine B is not a governmental, fed-
eral, or state assignment.

It is possible to verify by the simple observation that the diver-
gent positions of the government leaders cause uncertainty, 
distrust, and insecurity regarding the importance of vaccine 
immunization. The strategies of political agents during the 
health crisis influence the behavior and reactions of the popula-
tion, including the perception of the government’s effectiveness 
in dealing with the pandemic. The polarization of society is a 
reflection of these behaviors63.

The particular reasons for opposing understandings about immu-
nizers exposing in public discourse the rejection of one or some 
immunizers are not political attributions of the president of the 
republic nor of the governors.

Judging the efficient and effective immunizer is the responsibil-
ity of the scientific community and the competent state agen-
cies, following the norms and principles of bioethics and the 
practices of evidence-based medicine.

Accepting and regulating the entry of the immunizer into the 
country is Anvisa’s responsibility. On this subject, Normative 
Instruction No. 77, of November 17, 2020, provides for the pro-
cedure for the continuous submission of technical data for the 
registration of COVID-19 vaccines and establishes that the pro-
cedure is different for analyzing the data related to vaccines as 
they are generated and presented to the agency (Article 2, IV). 
After the continuous submission, with the conclusion and evalu-
ation of quality, efficiency, and safety (these only reiterated by 
Anvisa), it will be possible to proceed with the formal registra-
tion at the agency (article 9, caput)64.

Innovation in vaccine production technology is regulated by 
Good Manufacturing Practices (GMP), Good Laboratory Practices 
(GLP), and Good Clinical Practices (GCP). In Brazil, the regu-
latory agency that inspects compliance with good practices is 
Anvisa65. With this, the immunizing agents, complying with Anvi-
sa’s requirements and norms, will be able to enter the national 
territory, including for later commercialization.

It is worth clarifying that, exceptionally, Federal Law No. 
13.979/2020 itself provides for the temporary authorization 
for the import and distribution of vaccine, without registration 
with Anvisa, provided that they are considered essential to help 
fight the new coronavirus pandemic and that they are registered 
at least by a foreign health authority (listed in the legal text -  
article 3, VIII)21.

Thus, in a normal procedure, it is Anvisa’s responsibility to 
resolve pending issues regarding the authorization protocols 
for vaccines against COVID-19 and, on the other hand, it is the 
responsibility of the federal government (or the state, according 
to legal permissions) to prepare the vaccination plan that inte-
grates the existing PNI, acquire the immunizing agents and other 
necessary supplies and, finally, carry out the immunization. 
However, doubts remain about legitimate governance, whether 
federal or state.

By extrapolating or omitting their actions and competences, can 
governments delay vaccine planning and generate a feeling of 
insecurity in the population? The answer seems positive to us and 
the establishment of the so-called Parliamentary Commission of 
Inquiry on the Pandemic with the Federal Senate by determina-
tion of the STF (Writ of Mandamus No. 37.760/DF)66, during the 
month of April 2021, while this material was being reviewed, 
it reveals the complexity in terms of agents and political inter-
ests involved in the State’s actions in the face of the global 
health crisis and, in particular, in the conduct of the process of 
acquiring vaccines and immunization of the Brazilian population.

This population influenced (polarized)60 by its rulers has been 
divided into demonstrations (mainly on social networks) pro 
and against the actions of the federal government and the com-
pulsory vaccine, which refers to the memory of the Vaccine  
Revolt episode.

At the time, around the year 1904, there was a revolt of the pop-
ulation due to a law (headed by public health worker Oswaldo 
Cruz) that required vaccination against smallpox67,68. The cam-
paign at that time, however, was carried out without proper 
information – a right that is now respected, consecrated, and 
monitored by the principles of transparency and information. 
The historical fact resulted in the non-submission of the popula-
tion to mandatory vaccination and, until the end of the 1910s, 
the disease was present in the country, worth noting that its 
definitive (worldwide) eradication was only certified in 1979/80 
by the WHO69,70.

History sometimes repeats itself, we know, but what we want 
is the non-repetition of a movement (in that era social, now 
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political) that could get in the way of the right decisions to  
face COVID-19.

Vaccination is the right measure, in light of the scientific evi-
dence gathered so far. Scientific knowledge is validated by the 
method it uses to seek answers, and the law has adopted scien-
tific grounds as a criterion for governmental decision. Not polit-
icizing vaccination is the solution to achieving the right measure 
and most of the Brazilian population, it seems, understood the 
need for vaccination in the fight against COVID-19.

CONCLUSIONS

The right to health in Brazil encompasses actions and services 
to prevent diseases and health problems. The 1988 CF enshrines 
health (and immunization) as a right to be guaranteed by the 
State, available to all through the SUS.

The right to vaccination has been implemented by the PNI, which 
makes vaccines available to the population in greater numbers 
than those recommended by the WHO. The achievement of 

adherence to the vaccination plan and the culture of immuni-
zation occurred over many years, along a trajectory of health 
policies that began to guarantee the population adequate infor-
mation and safety of the immunizers offered by the Ministry  
of Health.

Placing this health achievement in the midst of political disputes 
gives rise to distrust regarding the safety and efficacy of the PNI 
and COVID-19 vaccines. It results, once again, in a process of 
public disinformation and, in this case, still fueled by statements 
by political agents, without any backing in scientific evidence.

It doesn’t matter who will win the vaccine race, whether the 
federal government or the São Paulo government, nor who will 
electorally profit from it, what matters is that this political dis-
pute does not harm the Brazilian population, especially in view 
of the need for normative decisions by government officials 
(president, governors, and mayors) in favor of compulsory vac-
cination, whose legitimacy has proved to be possible, with safe 
and effective immunizers, such as those approved by the compe-
tent state agencies.
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